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DETAILED ACTION 
Specification 

The disclosure is objected to because of the following informalities: The first paragraph 
of the first page of the specification must include updated status of the copending applications. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

1 . The following, is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1-4, 6, 7, 9, 11-15, 17, 19, 21-23, 25-31, 34-37, 42, 46, 47, 49, 51, 54, 55, 59, 60 
and 62-69 are rejected under 35 U.S.C. 102(b) as being anticipated by Zadno-Azizi et al. (US 
5,954,766). 

3. As to claims 1, 45, 54, 60 and 66, Zadno-Azizi teaches an apparatus that comprises a 
valve member 24 (see figure 1; column 2 lines 40-50) that regulates fluid flov^ through the flow 
control device, the valve having a default shape; a frame 30 (see column 3 lines 1-10) coupled to 
the valve member, the frame comprising a valve protector region 22 (see column 2 lines 40-50) 
that at least partially surrounds the valve member to maintain the default shape (see figure 1); 
and a retainer region 32 (see figure 2; column 3 lines 1-10) connected to the valve protector 
region, the retainer region being formed of a plurality of interconnected struts 34 (see figure 2; 
column 3 lines 1-10) configured to engage an interior wall of the bronchial passageway to retain 
the flow control device in a fixed location therein (see summary of invention), the retainer 
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region being movable from a contracted state suitable for introduction into the bronchial 
passageway to an expanded state suitable for engaging the interior wall of the bronchial 
passageway (see column 3 lines 1-10); and a membrane 20 (see column 3 lines 10-25) covering 
at least a portion of the retainer region, wherein at least a portion of the flow control device 
forms a seal with the interior wall of the bronchial passageway when the flow control device is 
implanted in the bronchial passageway, and wherein the membrane provides a fluid pathway 
from the seal to the valve member to direct fluid flowing through the bronchial passageway into 
the valve member (see figures 1 and 2). 

4. As to claim 2, Zadno-Azizi teaches an apparatus wherein the membrane covers the entire 
retainer region of the frame (see figure 3; column 3 lines 10-25). 

5. As to claim 3, Zadno-Azizi teaches an apparatus wherein the membrane covers the 
retainer region of the frame and the valve protector region of the frame (see figure 3; column 2 
lines 30-45). 

6. As to claim 4, Zadno-Azizi teaches an apparatus wherein the struts of the frame are 
arranged to form a plurality of cells, and wherein the cells are covered by the membrane (see 
figures 3 and 5). 

7. As to claim 6, Zadno-Azizi teaches an apparatus wherein the valve member limits fluid 
flow in an inhalation direction and permits fluid flow in the exhalation direction (see summary 
of invention). 

8. As to claim 7, Zadno-Azizi teaches an apparatus wherein the valve member blocks fluid 
flow in inhalation direction and permits fluid flow in an exhalation direction (see summary of 
invention). 
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9. As to claim 9, Zadno-Azizi teaches an apparatus wherein the valve member comprises a 
duckbill valve having a pair of opposed walls having edges that form opposed lips of a mouth, 
wherein the walls can move with respect to one another to open and close the mouth (see figures 
1 and 2). 

10. As to claim 11, Zadno-Azizi teaches an apparatus wherein the lips of the mouth are 
straight (see figures 1 and 2). 

11. As to claim 12, Zadno-Azizi teaches an apparatus wherein the opposed walls have . 
domed outer surfaces (see figure 5). 

12. As to claim 13, Zadno-Azizi teaches an apparatus wherein the opposed walls have a flat 
outer surfaces (see figure 3). 

13. As to claim 14, Zadno-Azizi teaches an apparatus wherein the flow channel is located 
between the lips of the valve mouth (see figures 1 and 2). 

14. As to claim 15, Zadno-Azizi teaches an apparatus wherein the valve protector region 
comprises a tube (see figure 3). 

15. As to claim 17, Zadno-Azizi teaches an apparatus wherein the tube is non-expandable 
(see column 2 lines 25-40) 

16 As to claim 19, Zadno-Azizi teaches an apparatus wherein the valve protector is flexible 
(see column 2 lines 25-40). 

17 As to claim 21, Zadno-Azizi teaches an apparatus wherein the valve protector and the 
retainer region are formed from a single piece of material (see column 2 lines 25-40). 

18 As to claim 22, Zadno-Azizi teaches an apparatus wherein the single piece of material 
comprises a tube (see column 2 lines 25-40). 
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19 As to claim 23, Zadno-Azizi teaches an apparatus wherein the valve protector region and 
the retainer region are composed of the same material (see column 2 lines 25-40), 

20. As to claim 25, Zadno-Azizi teaches an apparatus wherein the struts form a series of 
undulating loops in the contracted state (see figure 2). 

21. As to claim 26, Zadno-Azizi teaches an apparatus wherein the undulating loops form a 
series of zig-zags in the expanded state (see figure 2). 

22. As to claim 27, Zadno-Azizi teaches an apparatus wherein the struts form at least two 
connected rows of undulating loops in the contracted state, the connected rows of undulating 
loops forming a series of diamond-shaped cells in the expanded state (see figure 2). 

23. As to claim 28, Zadno-Azizi teaches an apparatus that further comprises a plurality of 
linking struts connecting the valve protector region to the retainer region (see figure 2). 

24. As to claim 29, Zadno-Azizi teaches an apparatus wherein the linking struts extend in a 
longitudinal direction from the valve protector region to the retainer region (see figure 2). 

25. As to claim 30, Zadno-Azizi teaches an apparatus wherein the membrane secures the 
valve member to the frame (see figure 2). 

26. As to claim 31, Zadno-Azizi teaches an apparatus wherein the linking struts are flexible 
(see figure 2; column 3 lines 1-10). 

27. As to claim 34, Zadno-Azizi teaches an apparatus wherein the valve protector region has 
a first diameter and the retainer region has a second diameter larger than the first diameter, the 
linking struts extending radially outwardly from the vale protector region to the retainer region 
(see figure 2). 
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28. As to claim 35, Zadno-Azizi teaches an apparatus wherein the linking struts are curved 
radially outwardly from the valve protector region to the retainer region (see figures 2 and 13). 

29. As to claim 36, Zadno-Azizi teaches an apparatus wherein the struts of the retainer 
region form a plurality of zig-zags in the expanded state, each zig-zag having a proximal point 
and a distal point with a strut extending therebetween, each linking strut being connected to one 
of the proximal points (see figures 2 and 13). 

30. As to claim 37, Zadno-Azizi teaches an apparatus wherein the struts of the retainer 
region form a plurality of zig-zags in the expanded state, each zig-zag having a proximal point 
and a distal point with a strut extending therebetween, each linking strut being connected to one 
of the distal points (see figures 2 and 13). 

31. As to claim 42, Zadno-Azizi teaches an apparatus wherein the retainer region is self- 
expanding from the contracted state to the expanded state (see figure 2; column 3 lines 1-25). 

32. As to claim 46, Zadno-Azizi teaches an apparatus wherein the valve member has a 
mouth that is movable between open and closed configurations, and wherein the valve protector 
comprises a loop extending around the mouth (see figure 3). 

33. As to claim 47, Zadno-Azizi teaches an apparatus wherein the mouth has a pair of lips 
connected at two comers, the loop extending from one comer to the other comer to maintain the 
distance therebetween (see figure 3). 

34. As to claim 49, Zadno-Azizi teaches an apparatus wherein the membrane covers at least 
a portion of the valve protector (see figure 2; column 2 lines 25-40). 
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35. As to claim 51, Zadno-Azizi teaches an apparatus wherein the valve protector has a first 
diameter and the frame has a second diameter, the first diameter being smaller than the second 
diameter (see figure 2). 

36. As to claim 55, Zadno-Azizi teaches an apparatus wherein the retention prong is fixed to 
the strut of the frame (see column 3 lines 1-25). 

37. As to claim 59, Zadno-Azizi teaches an apparatus wherein the retention prong is 
configured to project radially outwardly in the expanded state (see column 3 lines 1-25). 

38. As to claim 62, Zadno-Azizi teaches an apparatus wherein the membrane encapsulates 
the struts (see figure 2). 

39. As to claim 63, Zadno-Azizi teaches an apparatus, wherein the membrane is positioned 
on top of the struts (see figure 2). 

40. As to claim 64, Zadno-Azizi teaches an apparatus wherein the membrane is expandable 
and collapsible with the frame (see figure 2 and 13; column 3 lines 1-25). 

41 . As to claim 65, Zadno-Azizi teaches an apparatus wherein the membrane is elastic (see 
column 2 lines 25-40). 

42. As to claim 67, Zadno-Azizi teaches an apparatus wherein the frame forms a seal with 
the interior wall of the bronchial passageway (see summary of invention). 

43. As to claim 68, Zadno-Azizi teaches an apparatus wherein the membrane forms a seal 
with the interior wall of the bronchial passageway (see summary of invention). 

44. As to claim 69, Zadno-Azizi teaches an apparatus wherein the both the frame and the 
membrane forms a seal with the interior wall of the bronchial passageway (see summary of 
invention). 
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Claim Rejections - 35 USC §103 

45. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

46. The factual inquiries set forth in Graham \. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

47. Claims 5, 24, 32, 33, 52, 53 and 61 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Zadno-Azizi et al. (US 5,954,766). 

48. As to claims 5 and 53, Zadno-Azizi substantially discloses the claimed invention; see 
rejection of claims 1 and 45 above, but does not disclose the frame comprising a super-elastic 
material. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Zadno-Azizi 's invention by providing a frame that comprises a 
super-elastic material so that it can be easily placed within the patient, since it has been held to 
be within the general skill of a worker in the art to select a knovm material on the basis of its 
suitability for the intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 
416. 
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49. As to claim 24, Zadno-Azizi substantially discloses the claimed invention; see rejection 
of claim 1 above, but does not disclose the valve protector region and the retainer region being 
composed of metal. It would have been obvious to one having ordinary skill in the art at the time 
the invention was made to modify Zadno-Azizi' s invention by providing a valve protector region 
and a retainer region being composed of metal so that it provides a stronger gripping means, 
since it has been held to be within the general skill of a worker in the art to select a known 
material on the basis of its suitability for the intended use as a matter of obvious design choice. 
In re Leshin, 125 USPQ 416. 

50. As to claims 32, 33 and 52, Zadno-Azizi substantially discloses the claimed invention; 
see rejection of claims 1 and 45 above, but does not disclose the linking struts, retainer region 
and valve protector region that are formed of the same material. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to modify Zadno-Azizi' s 
invention by providing the linking struts, retainer region and valve protector region that are 
formed of the same material in order to prevent corrosion due to material differences, since it has 
been held to be within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ 416. 

51. As to claim 61, Zadno-Azizi substantially discloses the claimed invention; see rejection 
of claim 60 above, but does not disclose a membrane that has a thickness of about 0.001-0.010 
inches. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify Zadno-Azizi 's invention by providing a membrane that has a 
thickness of about 0.001-0.010 inches so that it fits properly within the patient, since it has been 
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held that where the general conditions of a claim are disclosed in the prior art, discovering the 
optimum or workable ranges involves only routine skill in the art. In reAller, 105 USPQ 233. 

52. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zadno-Azizi et 
al. (US 5,954,766) in view of Deem et al. (US 6,679,264). 

53. As to claim 10, Zadno-Azizi substantially discloses the claimed invention; see rejection 
of claim 1 above, but does not disclose a valve member that comprises lips of the mouth being 
curved. Deem discloses an apparatus that does provide a valve member that comprises lips of the 
mouth being curve (see figure 6). Therefore, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify Zadno-Azizi invention by providing 
a valve member that comprises lips of the mouth being curved as taught by Deem in order to 
provide a smoother fluid flow. 

54. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zadno-Azizi et 
al. (US 5,954,766) in view of Reich (US 4,846,836). 

55. As to claim 20, Zadno-Azizi substantially discloses the claimed invention; see rejection 
of claim 1 above, but does not disclose a valve protector region that is rigid. Reich teaches an 
apparatus that does provide a valve protector region 23, 24, 31 and 32 (see column 7 lines 25- 
35) that is rigid. Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify Zadno-Azizi invention by providing a valve protector 
region that is rigid as taught by Reich so that the valve member is protected. 

Claim Rejections - 35 USC § 112 

56. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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57. Claim 8 is rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential elements, such omission amounting to a gap between the elements. See MPEP 
§ 2172.01 . The omitted elements are: In reference to claim 8, the applicant has disclosed 
intended use of but does not claim that the duckbill valve includes a small channel opening that 
allows flow in both directions. 

Allowable Subject Matter 

58. Claims 16, 18, 38-41, 43, 44, 48, 50 and 56-58 are objected to as being dependent upon 
a rejected base claim, but would be allowable if rewritten in independent form including all of 
the limitations of the base claim and any intervening claims. The prior art does not teach or 
suggest a valve member blocking fluid flow in both an inhalation direction and in an exhalation 
direction; wherein the tube has at least one window formed therein; and wherein valve protector 
region comprises a plurality of struts. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nihir Patel whose telephone number is (571) 272-4803. The 
examiner can normally be reached on 7:30 to 4:30 every other Fridays off 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571) 272-4940. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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